a2 United States Patent
Kottayil et al.

US009241935B2

US 9,241,935 B2
*Jan. 26,2016

(10) Patent No.:
(45) Date of Patent:

(54) SUBLINGUAL FENTANYL SPRAY

(71) Applicant: Insys Therapeutics, Inc., Phoenix, AZ
(US)

(72) Inventors: S. George Kottayil, Long Grove, IL,
(US); Venkat R. Goskonda, Phoenix,
AZ (US); Zhongyuan Zhu, Vernon
Hills, IL. (US); Linet Kattookaran,
Mount Prospect, IL (US); Neha Parikh,
Chicago, IL. (US)

(73) Assignee: Insys Pharma, Inc., Chandler, AZ (US)

(*) Notice: Subject to any disclaimer, the term of this
patent is extended or adjusted under 35

U.S.C. 154(b) by O days.

This patent is subject to a terminal dis-
claimer.

(21)  Appl. No.: 14/448,752

(22) Filed: Jul. 31, 2014
(65) Prior Publication Data
US 2014/0343288 Al Nov. 20, 2014

Related U.S. Application Data

(63) Continuation of application No. 13/895,111, filed on
May 15, 2013, now Pat. No. 8,835,459, which is a
continuation of application No. 12/221,333, filed on
Aug. 1, 2008, now Pat. No. 8,486,973.

(60) Provisional application No. 60/963,076, filed on Aug.
2, 2007, provisional application No. 60/963,253, filed
on Aug. 3, 2007.

(51) Int.CL
AGIK 31/4468 (2006.01)
AGIK 31/435 (2006.01)
AGIK 31/445 (2006.01)
AGIK 9/00 (2006.01)
AGIM 11/00 (2006.01)
(52) US.CL
CPC oo AGIK 31/4468 (2013.01); A61K 9/006

(2013.01); 461K 9/0053 (2013.01); A61K
9/0056 (2013.01); A61K 31/435 (2013.01);
AG6I1K 31/445 (2013.01); A6IM 11/00 (2013.01)
(58) Field of Classification Search

CPC ... A61K 9/0053; A61K 9/0056; A61K 9/006;
A61K 31/435; A61K 31/45; A61K 31/44684,
A61M 11/00

See application file for complete search history.

(56) References Cited
U.S. PATENT DOCUMENTS

4244478 A 1/1981 Handman
5,219,083 A 6/1993 Liebert et al.
5,958,379 A 9/1999 Regenold et al.
5,976,504 A 11/1999 Russell
6,759,059 Bl 7/2004 Pettersson et al.
6,946,150 B2 9/2005 Whittle

8,486,972 B2
2002/0055496 Al
2002/0160991 Al
2003/0039680 Al
2003/0077228 Al
2003/0077229 Al
2003/0082107 Al
2003/0095925 Al
2003/0095926 Al
2003/0095927 Al
2003/0190286 Al
2003/0190290 Al
2004/0092428 Al
2004/0120895 Al
2004/0136913 Al
2004/0136914 Al
2004/0136915 Al
2004/0141923 Al
2004/0265239 Al
2005/0002867 Al
2005/0163719 Al
2005/0180923 Al
2005/0281752 Al
2005/0281753 Al
2005/0287075 Al
2006/0062812 Al
2007/0261695 Al
2009/0124554 Al
2009/0162300 Al

7/2013 Kottayil et al.
5/2002 McCoy et al.
10/2002 Shao
2/2003 Dugger, III
4/2003 Dugger, I1I
4/2003 Dugger, I1I
5/2003 Dugger, III
5/2003 Dugger, III
5/2003 Dugger, III
5/2003 Dugger, III
10/2003 Dugger, III
10/2003 Ross
5/2004 Chen et al.
6/2004 Dugger, III
7/2004 Dugger, III et al.
7/2004 Dugger, III et al.
7/2004 Dugger, III et al.
7/2004 Dugger, III et al.
12/2004 Dugger, III et al.
1/2005 Dugger, III et al.
7/2005 Dugger, III et al.
8/2005 Dugger, III et al.
12/2005 Dugger, III
12/2005 Dugger, III
12/2005 Dugger, III
3/2006 Rossetal.
11/2007 Kottayil et al.
5/2009 Dugger, III
6/2009 Dugger, III

FOREIGN PATENT DOCUMENTS

RU 2156126 9/2000
RU 2232580 7/2004
WO WO 90/07333 7/1990
WO WO 00/47203 8/2000
WO WO 01/97780 A2 12/2001
WO WO 2004/016243 A2 2/2004
WO WO 2004/080382 9/2004
WO WO 2004/075877 10/2004
WO WO 2007-007059 1/2007
WO WO 2007/087431 8/2007
OTHER PUBLICATIONS

Examination Report for corresponding European Patent Application
No. 07762549.9, mailed on Sep. 30, 2010.

Supplementary European Search Report, 2 pages, for corresponding
European Patent Application No. 07762549.9, mailed on Sep. 30,
2010.

Office Action on Chinese Patent Application No. 200780003555.X
dated Jul. 9, 2010.

(Continued)

Primary Examiner — Robert Landsman

(74) Attorney, Agent, or Firm — Wood, Phillips, Katz, Clark
& Mortimer

(57) ABSTRACT
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